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AMENDED CLAIMS 

[received by the International Bureau on 28 December 1995 (28.12.95); 
new claims 22-30 added; remaining claims unchanged (1 page)] 

deployment diameter smaller than the predetermined fabricated diameter and upon 
transformation of the austenite phase portion from martensite back to austenite to self-expand 
the stent back to the austenite phase portion predetermined fabricated diameter at 
temperatures in excess of the transition temperature of the austenite superelastic portion, the 
shape memory of the superelastic austenitic portion tending to form the austenitic portions 
of the stent to the fabricated diameter parent shape due to its shape memory, with the 
martens itic portions remaining in the deployment shape, additional recovery back toward the 
stent fabricated diameter parent shape can be assisted by an external force deforming the 
martensitic portion without slip deformation to an enlarged stent diameter beyond that of the 
self-expanded austenitic portion diameter, but not greater than the stent fabricated diameter 
parent shape. 

22. The stent of claim 20 wherein the alloy is a NiTi nitinol alloy. 

23. The stent of claim 22 wherein the alloy compositions is about 50Ni/50Ti atomic 
weight percent. 

24. The stent of claim 20 wherein the alloy is a cold worked alloy. 

25. The stent of claim 20 wherein the alloy is NiTi (nitinol). 

26. The stent of claim 20 wherein the alloy is a prestrained alloy. 

27. The stent of claim 26 wherein the alloy is NiTi (nitinol). 

28. The stent of claim 20 wherein the alloy exhibits cycle amnesia. 

29. The stent of claim 28 wherein the alloy is NiTi (nitinol). 

30. The stent of claim 21 wherein the two phase portions comprise a single alloy. 
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A new multiple component stent (10) which allows for initial 
self-expansion and subsequent deformation to a final enlarged 
size. In one embodiment, stent (10) comprises a first resilient 
element (12) and a second deformable element (14). In another 
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1. STATEMENT 



Novelty (N) Claims 1-19 YES 

Claims NO 

Inventive Step (IS) Claims 1-19 YES 

Claims NO 

Industrial Applicability (IA) Claims 1-19 YES 

Claims NO 



2. CITATIONS AND EXPLANATIONS 

The basic aspect of the subject-matter of Claim 1 is the 
combination of two well known principles in the field of 
stents, namely starting from a self -expanding 
"Wallstent"-stent to improve it so as to impart to it 
also properties of a plastically deformable stent (like 
the well known "Palmaz"-stent ) or vice-versa. Although 
it is irrelevant from which of these types of stents a 
problem-solution approach should start, it appears more 
reasonable to start from a self expanding stent, since, 
at least in the starting application phase of the 
claimed stent, which is also the most important task of 
the whole treatment, namely to dilate the artery, the 
self -expansion is the predominant aspect. Thus e.g. 
document WO 94/03127 could be used as the nearest prior 
art for Claim (since no typical "Walls tent "-stent 
document is included in the search report), this 
document disclosing in addition to thermally activated 
shape memory stents also "normal" self-expanding ones, 
see page 13, line 34 to page 14, line 3. 
The problematic of the whole application is well de- 
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scribed on page 1 ending with the aim of the application 
namely to combine the advantages of both known types of 
stents, see page 1, lines 31-32 • This is achieved by the 
features of Claim 1 clearly stating that the stent com- 
prises two different types of portions each of which 
have a defined different behaviour and which portions 
are combined so as to impart to the composite product a 
mixture of both advantages. 

The idea appears indeed simple but since no indication 
whatsoever about such a combination can be found in the 
documents of the search report and since furthermore the 
effect achieved by this combination appears to be impor- 
tant, not only novelty (Art. 33(2) PCT) , but also an in- 
ventive step (Art. 33(3) PCT) has to be recognized in 
the subject-matter of Claim 1. 

Claims 2-19 are directly dependent from Claim 1 and ful- 
fil therefore also the requirements of novelty and in- 
ventive step . 
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VII. Certain defects in the international application 



The following defects in the fona or contents of the international application have been noted: 



Since reference signs in parentheses have not been in- 
serted in the claims to increase their intelligibility, 
the requirements of Rule 6.2(b) PCT is not met. This ap- 
plies to both the preamble and characterising portion. 

The requirements of Rule 6.3(b) PCT are also not met, 
since the independent claim is not cast in the two part 
form, with those features which in combination are part 
of the prior art being placed in the preamble. 
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VIII. Certain observations on the international application 



The following observations on the clarity of the claims, description, and drawings or on the question whether the 
claims are fully supported by the description, are made: 

1 . Claim 1 lacks clarity in view of its starting phrase " As 
a tissue supporting device a constrainable , ...member 

. ..", since it puts particular emphasis on the use in 
which the device is to be put and not on the structural 
features thereof. A wording like "A constrainable tissue 
supporting device comprising a ... member" could be used 
to overcome such a deficiency. 

2. Claim 11 lacks clarity according to Art. 6 PCT as for 
the newly introduced term "permanent self-expanding 
stent", since it is not clear what has to be understood 
under the term "permanent" . Is it a time aspect or any 
other idea like temperature conditions which are rel- 
evant in view of the other features of this claim refer- 
ring to the temperature transformation of shape memory 
alloys? Depending on what the interpretation of this 
term would be, also an objection under Art. 34(2) (b) 
could apply to this amendment. This term should there- 
fore either have been clarified on the basis of the 
original description or deleted. ~* 

3. The use of the term "nitinol" in Claim 9 and throughout 
the whole description, regardless whether it is a trade 
mark specially provided for a stent or for any other ar- 
ticle or a simple name for a non protected product or 
material, causes a lack of clarity in the sense of Art. 

6 PCT and the Guidelines PCT/GL/3 -Chapter III-4.5b, 
since it is not exactly known what "nitinol" is. Such a 
term is for instance not included in the "Chambers Sci- 
ence and Technology Dictionary". Therefore, instead of 
the said term the term "TiNi-alloy" should have been 



used. 
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